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DETAILED ACTION 
Election/Restrictions 

1. Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 

elect a single invention to which the claims must be restricted. 

Group A, claim(s) 1-1 1 and 13-15 are drawn to a nucleic acid and vector comprising a 
promoter coupled to a modified operon comprising SEQ ID NO:27 or 28. 

Group B, claim(s) 1-1 1 and 13-15 are drawn to a nucleic acid and vector comprising a 
promoter coupled to a modified operon comprising SEQ ID N0:31 or 32. 

Group C, claim(s) 1-11 and 13-15 are drawn to a nucleic acid and vector comprising a 
promoter coupled to a modified operon comprising SEQ ID NO:36 or 37. 

Group D, claim(s) 1-1 1 and 13-15 are drawn to a nucleic acid vector comprising a 
promoter coupled to a modified operon comprising SEQ ID NO:40 or 41 . 

Group E, claim(s) 1-1 1 and 13-15 are drawn to a nucleic acid and vector comprising a 
promoter coupled to a modified operon comprising SEQ ID NO:44 or 45. 

Group F, claim(s) 1-1 1 and 13-15 are drawn to a nucleic acid and vector comprising a 
promoter coupled to a modified operon comprising SEQ ID NO:48 or 49. 

Group G, claim(s) 1-11 and 13-15 are drawn to a nucleic acid and vector comprising a 
promoter coupled to a modified operon comprising SEQ ID NO:52 or 53. 

Group H, claim(s) 1-11 and 13-15 are drawn to a nucleic acid and vector comprising a 
promoter coupled to a modified operon comprising SEQ ID NO:56 or 57. 

Group I, claim(s) 1-1 1 and 13-15 are drawn to a nucleic acid an vector comprising a 
promoter coupled to a modified operon comprising SEQ ID NO:60 or 61 . 

Group J, claim(s) 1-11 and 13-15 are drawn to a nucleic acid and vector comprising a 
promoter coupled to a modified operon comprising SEQ ID NO:64 or 65. 
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Group K, claim(s) 1-1 1 and 13-15 are drawn to a nucleic acid and vector comprising a 
promoter coupled to a modified operon comprising SEQ ID NO:68 or 69. 

Group L, claim(s) 1-1 1 and 13-15 are drawn to a nucleic acid and vector comprising a 
promoter coupled to a modified operon comprising SEQ ID NO:72 or 73. 

Group M, claim 12 is drawn to a nucleic acid molecule encoding a high molecular 
weight (HMW) protein comprising SEQ ID NO:25 or 26. 

Group N, claim 12 is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID NO:27 or 28. 

Group 0, claim 12 is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID NO:29 or 30. 

Group P, claim 12 is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID N0:31 or 32. 

Group Q, claim 12 is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID NO:33 or 34. 

Group R, claim 12 is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID NO:35 or 36. 

Group S, claim 12 is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID NO:37 or 38. 

Group T, claim 12 Is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID NO:39 or 40. 

Group U, claim 12 is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID N0:41 or 42. 

Group V, claim 12 is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID NO:43 or 44. 

Group W, claim 12 is drawn to a nucleic acid molecule encoding a high molecular 
weight (HMW) protein comprising SEQ ID NO:45 or 46. 

Group X, claim 12 is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID NO:47 or 48. 

Group Y, claim 12 is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID NO:49 or 50. 
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Group Z, claim 12 is drawn to a nucleic acid molecule encoding a high molecular weight 
(HMW) protein comprising SEQ ID N0:51 or 52. 

Group AA, claim 12 is drawn to a nucleic acid molecule encoding a high molecular 
weight (HMW) protein comprising SEQ ID NO:53 or 54. 

Group BB, claim 12 is drawn to a nucleic acid molecule encoding a high molecular 
weight (HMW) protein comprising SEQ ID NO: 55 or 56. 

Group CC, claim 12 is drawn to a nucleic acid molecule encoding a high molecular 
weight (HMW) protein comprising SEQ ID NO:57 or 58. 

Group DD, claim 12 is drawn to a nucleic acid molecule encoding a high molecular 
weight (HMW) protein comprising SEQ ID NO:59 or 60. 

Group EE, claim 12 is drawn to a nucleic acid molecule encoding a high molecular 
weight (HMW) protein comprising SEQ ID N0:61 or 62. 

Group FF, claim 12 is drawn to a nucleic acid molecule encoding a high molecular 
weight (HMW) protein comprising SEQ ID NO:63 or 64. 

Group GG, claim 12 is drawn to a nucleic acid molecule encoding a high molecular 
weight (HMW) protein comprising SEQ ID NO:65. 

Group HH, claim(s) 1 8-20 are drawn to a plasmid vector. 

Group II, claims 21 and 23-24 are to an isolated and purified protective HMW1 protein 
comprising SEQ ID NO:28. 

Group JJ, claims 21 and 23-24 are to an isolated and purified protective HMW1 protein 
comprising SEQ ID NO:32. 

Group KK, claims 21 and 23-24 are to an isolated and purified protective HMW1 protein 
comprising SEQ ID NO:37. 

Group LL, claims 21 and 23-24 are to an isolated and purified protective HMW1 protein 
comprising SEQ ID N0:41 . 

Group MM, claims 21 and 23-24 are to an isolated and purified protective HMW1 
protein comprising SEQ ID NO:45. 

Group NN, claims 21 and 23-24 are to an isolated and purified protective HMW1 protein 
comprising SEQ ID NO:45. 
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Group 00, claims 21 and 23-24 are to an isolated and purified protective HMW1 protein 
comprising SEQ ID NO:49. 

Group PP, claims 21 and 23-24 are to an isolated and purified protective HMW1 protein 
comprising SEQ ID NO:53. 

Group QQ, claims 21 and 23-24 are to an isolated and purified protective HMW1 protein 
comprising SEQ ID NO:57. 

Group RR, claims 21 and 23-24 are to an isolated and purified protective HMW1 protein - 
comprising SEQ ID N0:61 . 

Group SS, claims 21 and 23-24 are to an isolated and purified protective HMWI protein 
comprising SEQ ID NO:65. 

Group TT, claims 21 and 23-24 are to an isolated and purified protective HMWI protein 
comprising SEQ ID NO:69. 

Group UU, claims 21 and 23-24 are to an isolated and purified protective HMWI protein 
comprising SEQ ID NO:73. 

Group W, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID NO:28. 

Group WW, claims 21 and 23-24 are to an isolated and purified protective HMW2 
protein comprising SEQ ID NO:32. 

Group XX, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID NO:37. 

Group YY, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID N0:41 . 

Group ZZ, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID NO:45. 

Group AB, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID NO:45. 

Group AC, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID NO:49. 

Group AD, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID NO:53. 
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Group AE, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID NO:57. 

Group AF, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID N0:61 . 

c 

Group AG, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID NO:65. 

Group AH, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID NO:69. 

Group Al, claims 21 and 23-24 are to an isolated and purified protective HMW2 protein 
comprising SEQ ID NO:73. 

Group AJ, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:25 or 26. 

Group AK, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:27 or 28. 

Group AL, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:29 or 30. 

Group AM, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID N0:31 or 32. 

Group AN, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:33 or 34. 

Group AO, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:35 or 36. 

Group AP, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:37 or 38. 

Group AQ, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:39 or 40. 



Group AR, claims 25-29 and 30-31 
comprising SEQ ID N0:41 or 42. 



are drawn to an immunogenic composition 
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Group AS, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:43 or 44. 

Group AT, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:45 or 46. 

Group AU, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:47 or 48. 

Group AV, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:49 or 50. 

Group AW, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID N0:51 or 52. 

Group AX, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:53 or 54. 

Group AY, claims 25-29 and 30-31 is drawn to an immunogenic composition comprising 
SEQ ID NO: 55 or 56. 

Group AZ, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:57 or 58. 

Group BA, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:59 or 60. 

Group BC, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID N0:61 or 62. 

Group BD, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:63 or 64. 

Group BE, claims 25-29 and 30-31 are drawn to an immunogenic composition 
comprising SEQ ID NO:65. 

Group BF, claims 16-17 and 32-36 are drawn to a method of the production of a HMW 
protein of a nontypeable strain of Haemohpilus comprising transformed E.coli. 
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2. The inventions listed as Groups A-BF do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: 

Groups A-L has a different special technical feature when compared to the 
nucleic acid molecule, plasmid vector, and HMW1 or HMW2 proteins because the 
recited components of the vector are the special technical features. Theses special 
technical features are comprised within the structural differences of the molecule which 
comprise a promoter operatively coupled to a modified operon wherein the gene of the 
operon contains only a nucleic acid sequence comprising SEQ ID NO:27, 28, 31, 32, 
36, 37, 40, 41, 44, 45, 48, 49, 52, 53, 56, 57, 60, 61, 64, 65, 68, 69, 72. or 73. Groups 
M-GG are drawn to a nucleic acid molecule encoding a HMW protein having a variety of 
different sequences, thus the sequences are the special technical feature. The special 
technical feature of Group HH is found within the plasmid vector comprising the T7 
promoter, a cloning site for insertion of a nucleic acid molecule and the portion B and C 
of the operon of a non-typeable Haemophilus strain. Groups ll-UU are drawn to HMW1 
or HMW2 proteins comprising one of 12 sequences. The immunogenic compositions 
recited in groups AJ-BE can be used with other methods. For instance, the composition 
can be used in a method to induce an immune response or with a method of 
administration. Therefore, the composition's special technical feature is comprised 
within the composition and not within the methods; therefore the groups lack the same 
or corresponding technical feature. 
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Groups A-GG and ll-BE are all drawn to a plurality of disclosed patentably 
distinct nucleic acid sequences comprising materially different nucleic or amino acids as 
evidence by separate SEQ ID Numbers provided within the specification. The separate 
nucleic acid sequences bear distinct structural or biochemical properties. Therefore, 
each disclosed patentably distinct nucleic or amino acid sequence is considered a 
separate invention. The nucleic acid molecules, vectors, plasmid and proteins as 
defined by groups A-GG and ll-BE are unrelated as they utilize different sequences, 
which demonstrates that each product has a different function and mode of operation. 
Each invention performs its function using structurally and functionally divergent 
material. The groups are directed to different molecules which are distinct physically, 
structurally, and functionally and are therefore patentably distinct, each group from the 
other, and one sequence is not required to practice the other. Each group comprises 
separate and distinct nucleic acid sequences that do not share a substantial structural 
feature disclosed as being essential to the utility of the invention. Therefore, each 
method is unrelated. For these reasons the groups are patentably distinct. 

Should applicant traverse on the ground that the inventions are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing which inventions are obvious variants of each other or clearly admit on the 
record which inventions are obvious variants of each other. If the inventions are 
deemed obvious variants of each other, then if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence submitted by applicant or admission of 
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record by applicant may be used in a rejection under 35 U.S.C. §1 03(a) of the other 
inventions. 

Group BF, is drawn to an unrelated invention to group A-BE because its use, 
function and effect are patentably distinct in comparison to the other groups. Moreover, 
group BF is unrelated and does not share a special technical feature because the 
method has a separate and distinct purpose with separate and distinct final outcomes. 
Therefore, there is no corresponding special technical feature between the groups A-BE 
and BF. 

3. Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 CFR 
1.143). 

4. Applicant is reminded that upon the cancellation of claims to a non-elected invention, 
the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 
CFR 1 .48(b) and by the fee required under 37 CFR 1 .1 7(i). 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ja-Na Mines whose telephone number is 571-272-0859. 
The examiner can normally be reached on Monday-Thursday and alternate Fridays. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on 571-272-0864. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). 



Ja-Na Mines C^<«^ 
September 2^005 




